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a team which includes but is not lim-
ited to the physician director of the di-
alysis facility or center where the pa-
tient is presently being treated, in ad-
dition to the other personnel listed in 
paragraph (a)(1) of this section at least 
every 12 months or more often as indi-
cated by the patient’s response to 
treatment (see § 405.2161(b)(1) and 
§ 405.2170(a)). 

(3) The patient, parent, or legal 
guardian, as appropriate, is involved in 
the development of the patient’s long- 
term program, and due consideration is 
given to his preferences. 

(4) A copy of the patient’s long-term 
program accompanies the patient on 
interfacility transfer or is sent within 1 
working day. 

(b) Standard: patient care plan. There 
is a written patient care plan for each 
patient of an ESRD facility (including 
home dialysis patients under the super-
vision of the ESRD facility; see 
§ 405.2163(e)), based upon the nature of 
the patient’s illness, the treatment 
prescribed, and an assessment of the 
patient’s needs. 

(1) The patient care plan is personal-
ized for the individual, reflects the psy-
chological, social, and functional needs 
of the patient, and indicates the ESRD 
and other care required as well as the 
individualized modifications in ap-
proach necessary to achieve the long- 
term and short-term goals. 

(2) The plan is developed by a profes-
sional team consisting of at least the 
physician responsible for the patient’s 
ESRD care, a qualified nurse respon-
sible for nursing services, a qualified 
social worker, and a qualified dietitian. 

(3) The patient, parent, or legal 
guardian, as appropriate, is involved in 
the development of the care plan, and 
due consideration is given to his pref-
erences. 

(4) The care plan for patients whose 
medical condition has not become sta-
bilized is reviewed at least monthly by 
the professional patient care team de-
scribed in paragraph (b)(2) of this sec-
tion. For patients whose condition has 
become stabilized, the care plan is re-
viewed every 6 months. The care plan 
is revised as necessary to insure that it 
provides for the patients ongoing 
needs. 

(5) If the patient is transferred to an-
other facility, the care plan is sent 
with the patient or within 1 working 
day. 

(6) For a home-dialysis patient whose 
care is under the supervision of the 
ESRD facility, the care plan provides 
for periodic monitoring of the patient’s 
home adaptation, including provisions 
for visits to the home by qualified fa-
cility personnel to the extent appro-
priate. (See § 405.2163(e).) 

(7) Beginning July 1, 1991, for a home 
dialysis patient, and beginning Janu-
ary 1, 1994, for any dialysis patient, 
who uses EPO in the home, the plan 
must provide for monitoring home use 
of EPO that includes the following: 

(i) Review of diet and fluid intake for 
indiscretions as indicated by hyper-
kalemia and elevated blood pressure 
secondary to volume overload. 

(ii) Review of medications to ensure 
adequate provision of supplemental 
iron. 

(iii) Ongoing evaluations of hemato-
crit and iron stores. 

(iv) A reevaluation of the dialysis 
prescription taking into account the 
patient’s increased appetite and red 
blood cell volume. 

(v) A method for physician followup 
on blood tests and a mechanism (such 
as a patient log) for keeping the physi-
cian informed of the results. 

(vi) Training of the patient to iden-
tify the signs and symptoms of hypo-
tension and hypertension. 

(vii) The decrease or discontinuance 
of EPO if hypertension is uncontrol-
lable. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 43 FR 
48952, Oct. 19, 1978; 59 FR 1284, Jan. 10, 1994; 
59 FR 26958, May 25, 1994] 

§ 405.2138 Condition: Patients’ rights 
and responsibilities. 

The governing body of the ESRD fa-
cility adopts written policies regarding 
the rights and responsibilities of pa-
tients and, through the chief executive 
officer, is responsible for development 
of, and adherence to, procedures imple-
menting such policies. These policies 
and procedures are made available to 
patients and any guardians, next of 
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kin, sponsoring agency(ies), represent-
ative payees (selected pursuant to sec-
tion 205(j) of the Social Security Act 
and subpart Q of 20 CFR part 404), and 
to the public. The staff of the facility 
is trained and involved in the execu-
tion of such policies and procedures. 
The patients’ rights policies and proce-
dures ensure at least the following: 

(a) Standard: informed patients. All pa-
tients in the facility: 

(1) Are fully informed of these rights 
and responsibilities, and of all rules 
and regulations governing patient con-
duct and responsibilities; 

(2) Are fully informed of services 
available in the facility and of related 
charges including any charges for serv-
ices not covered under title XVIII of 
the Social Security Act; 

(3) Are fully informed by a physician 
of their medical condition unless medi-
cally contraindicated (as documented 
in their medical records); 

(4) Are fully informed regarding the 
facility’s reuse of dialysis supplies, in-
cluding hemodialyzers. If printed mate-
rials such as brochures are utilized to 
describe a facility and its services, 
they must contain a statement with re-
spect to reuse; and 

(5) Are fully informed regarding their 
suitability for transplantation and 
home dialysis. 

(b) Standard: participation in planning. 
All patients treated in the facility: 

(1) Are afforded the opportunity to 
participate in the planning of their 
medical treatment and to refuse to par-
ticipate in experimental research; 

(2) Are transferred or discharged only 
for medical reasons or for the patient’s 
welfare or that of other patients, or for 
nonpayment of fees (except as prohib-
ited by title XVIII of the Social Secu-
rity Act), and are given advance notice 
to ensure orderly transfer or discharge. 

(c) Standard: respect and dignity. All 
patients are treated with consider-
ation, respect, and full recognition of 
their individuality and personal needs, 
including the need for privacy in treat-
ment. Provision is made for translators 
where a significant number of patients 
exhibit language barriers. 

(d) Standard: confidentiality. All pa-
tients are ensured confidential treat-
ment of their personal and medical 
records, and may approve or refuse re-

lease of such records to any individual 
outside the facility, except in case of 
their transfer to another health care 
institution or as required by Federal, 
State, or local law and the Secretary 
for proper administration of the pro-
gram. 

(e) Standard: grievance mechanism. All 
patients are encouraged and assisted to 
understand and exercise their rights. 
Grievances and recommended changes 
in policies and services may be ad-
dressed to facility staff, administra-
tion, the network organization, and 
agencies or regulatory bodies with ju-
risdiction over the facility, through 
any representative of the patient’s 
choice, without restraint or inter-
ference, and without fear of discrimi-
nation or reprisal. 

[41 FR 22511, June 3, 1976. Redesignated at 42 
FR 52826, Sept. 30, 1977, as amended at 51 FR 
30362, Aug. 26, 1986; 52 FR 36934, Oct. 2, 1987] 

§ 405.2139 Condition: Medical records. 
The ESRD facility maintains com-

plete medical records on all patients 
(including self-dialysis patients within 
the self-dialysis unit and home dialysis 
patients whose care is under the super-
vision of the facility) in accordance 
with accepted professional standards 
and practices. A member of the facili-
ty’s staff is designated to serve as su-
pervisor of medical records services, 
and ensures that all records are prop-
erly documented, completed, and pre-
served. The medical records are com-
pletely and accurately documented, 
readily available, and systematically 
organized to facilitate the compilation 
and retrieval of information. 

(a) Standard: medical record. Each pa-
tient’s medical record contains suffi-
cient information to identify the pa-
tient clearly, to justify the diagnosis 
and treatment, and to document the 
results accurately. All medical records 
contain the following general cat-
egories of information: Documented 
evidence of assessment of the needs of 
the patient, whether the patient is 
treated with a reprocessed 
hemodialyzer, of establishment of an 
appropriate plan of treatment, and of 
the care and services provided (see 
§ 405.2137(a) and (b)); evidence that the 
patient was informed of the results of 
the assessment described in 
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